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A. Patient information
identifier

(X)female

( Imale

B. Adverse event or product problem
1. X Adverse evemt and/or

Preduct problem {o.g., defects/meifunctions)

McNelD
Concumer Nealthcare

N:hhﬂwn. PA 19034-2299
Page

C. Suspect medication(s)
1. Name (give labeled strength & mir/iabeler,

of

if known)

from/to {or best estimare)

. 3. Therapy dataes (if unknown, give durstion)
unknown dates or dn.htion »

#1_unknown dose, po ”

Notification received via Petition for Damages & Citation of
DEATH allegedly associated with the use of one of our
TYLENOL® Scetaminophen products in en adult female.
According to Petition for Damages 2 Citation, on or about
11/8/99, patfent presented to hospital for an unspecified
condition; patient was prescribed a 2-PAX CZITHROMAX®),
along with TYLENOL and other medications; at unspecified
time, patient’s conditfon deterforated and she deve! oped
‘ull blown liver failure C(HEPATIC FAILURE); despite
extensive treatment for this condition, patient died on or
about 11/13/99, reportedly ss a result of liver failure. wNo
further informetion uas provided.

. Outcomes attribut d to adverse svent #2 . ) )
{check sl that apply) C) desbiiey 4. Diagnosie for use (indicstion) W
(x)  deeth 1I3/9 () congenital momaly #1 unknown $t0pped or dose reduced
( ) Hethrestaning ()WMtom n ()Yu()"o(X)Nl
) mm-mormw #2

: ¢ ) other: 8. Lot # (if known) ’7.Exp.dlumknowni 2 () Yes ( ) do <) N

3. Date of event report #1_ unknown 1 Unknown 8. Event reappesred afies

massepty 11/13/99 o 11/12/00 . #2 rithodustion
1 () Yes ¢ ) mo ¢x
- Doscrios ovent or problem 5 ROT ¥ Tor product prbiems 57iy T Erem— Rl

- . 2 ( )Vm'( )No (ﬂ)‘:ﬂl' &

70. conmmmdmlmmmnpymn {exchide treatment of svent)—
ZITHROMAX® 2-PAK, other Unspecified medications STl

G. Al manufacturers
ofﬂu-numllddnu(& mﬁlngdufordwlcn)

McNeil Consumer Healthcare
Medical Affairs

HTG- testa/laboratory date, mcluding dates
unknown

NOV 17 20

7050 Camp Hill Road
Ft. Washington, PA 19034
() study
( ) Kterature
(x) consumer
e heaith
4.P.ton;,oludbylnlmhcm 5, € ) professional
11710700 (A} NDA # 19-872 ( ) user facility
6. If IND, protocol # IND # company
PLA # € ) representative
pre-1938 ( ) yeg € ) distributor
Type of report ( ) other:
A ld'r:ck all that spply) g:guct (X) Yes
- ¢ ) 5-day (X) 15-day
€3 10day ¢ °)poriodic 8. Adverse avent tarmis}
) :f(f?j initial () folow-up # DEATH LIVER FAILURE
4 . Mfr. report number
1457672a

7. Other relevant » inchuding preaxisting medical conditions (e.g., allergies,
race. pregnancy, smoking and aicohol use, hepatic/renal dysfunction, etc.)

unknown

L

3 2porte
1. Name, address & hone #

DSS
V2 0 2000

3. Occupation

2. Heaith professionai? 4. Initlal reportar siso

Submission of a report does not constitute an
admission that medical personnel, user facility,
distributor, manufacturer or product caused or
contritrsted to the event.
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sant report to FDA
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